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ood and Dr Adm~~~stratj~n 

Docket No. 0 I 

lection Activities; Submission fur QMB Review; comment 

Request; Guidance for ndustry: Fast Track Drug Development Programs- 

~es~gnat~o~~ vefo nt, and Applicatio 

od and Drug Ad~i~ist~atio~ ( s ann~nn~ing that the 

ation listed below has em strutted to the ffice of ~a~a~g~ent and Bud 

earance under the Paperw R~dnction Act of 1995, 

tit wetter cum ents on the coIle~tio~ of info ation by [insert date 3 

coverts on the collection of i~fo~atio~ to the Office of I~fo~atiu~ 

and Regulate Affairs, U&I ew executive Office ldg., 725 17th St. 

Washin~t~~~ 503, Am: Stuart Sh ire, Desk Officer for 

~U~~A~~~~: In compliance with 44 U.S.C. 3507, A has submitte 

ection of ~~~~~atio~ to B for review and cfearance, 
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ustry: Fast Track D g Develiqment Programs-Designatjon, Devefopment, 

and ~~~~~~at~~~ MB Control No, ~91~~3$9)-~~t~ns~u~ 

od and Drug Administration odernization Act of 1997 ( 

g, and Cosmetic Act (t 

sectio tJ.S.G. 356), The section au orizes FIDA to take ap riate action to facilitate 

t and expedite t e review of new drugs, including iologieal products, intended 

rious or life-t~eaten~ng ~~nditio dem~ns~ates a 

12(b) of FDAMA, FII issued guidance to ~ndus fast trac 

o‘rieies an ined in se~tiQ~ 506 o the act. The gu~da~~~ discusses collec 

under section 506 of the act, o er sections of t e Public dearth 

S Act), or implementing regulations. The guidance 

~nfo~at~~n: (I) Fast trac 

pa~kag~s, and (3) requests to sub it portions of a lication. Of these, fast trac 

requests an ages, in support of receiving a fast track rogram benefit, provide 

sections of info ation not covered elsewhere in statute or re 

in supple of fast trac nation or fast track program benefits that has previous 

Y in some cases, be in~~~~rated into the re uest by referring to 

rather than resu~rn~tt~~g it. 

5~6(a)( 1) of the act, an applicant who seeks fast trac designation is required 

t a request to the agency showin roduct meets the statuto~ stand 

r a serious or ifs-t~eatening conditions and 

as the potential to address an u~et medical need. Most y, the agency expects 

at~on to supine a esignatiQn request will have been gathere under existing 

of the act, t S Act, or the implementing regulations. Xf such info~at~~n has a 

ency, the i~fo~atio~ may be su~~zed in the fast track esig~atio~ request, 

ends that a designation request include, w 
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~~fo~ation not s elsewhere by statute or regulations 

ed to show that a product has the potential to add gt medical tlgg ere 

y exists fur the serious or fife-t 

~~fo~atio ay intrude clinical data, pubiis reports, su~a~es of data and re 

list of references, The amount of info~ation and discussion in a designation request need not 

e volu ous, t it should be suf~~ient to pe it a reviewer to assess w ether the Ortega for 

designation have 

cy makes a fast ~a~k*des~gnatio~, a sponsor or applicant may submit a 

age which may include additional info~atio~ supp ing a request to p ate 

programs. As with the request for fast track designation, t e agency expects 

rs or applicants will have gathere 

e act, the PHS Act, or implementing regulations. ude desolation 

safety and e~~~a~y trials not conducted under an investigational new drug application ( 

info~ation to suppo~ a re est for accelerated approval. g discussion of 

such info e may be su~~zed if it has a~eady been previous 

submitted t approved collection of info~at~on~ ~onseque~tly~ 

anticipates that the additional collection of info~ation at~bute solely to the guidance will be 

animal. 

e act, a sponsor must sub~t s~f~~ie~t clinical data for the 

to dete evaluation, that a fast track product may g effgctivg. Secti 

f the act also re ires that an ap lieant provide a sc edulg for the su ation 

ecess ma ~li~atio~ complete before FDA can co ence its review. The guidance 

e for any new ~o~~e~tion of inf~~atio~ reg~di~g the su 

ed under sectio .5@j(c) of the act or any other 

e guidance have a ~u~eut OMB approva 
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4, expires Septem er 30,2~~2); 356h (0 Control No. 

29,20 

ents to this info~ation co~l~~t~on are sponsors and applicants w o seek fast track 

er section 506 of t he agency estimates the total annual num 

respon uests for fast trac des~gnat~on to e Center for Biologics Eva~uat~o 

) and the Center for D g Evaluation and esearch (CDE 

approximately 45. To obtain this estimate, FDA averaged the num er of requests for fast track 

R and CDER in t e 3-year period of 998 to 2000. For these 3 ye 

y average of 53 requests fro 45 respondents. T 

rate of subm~ssi ected to change sig~i~ca~tly in the next few years. FDA estimates 

her of hours nee ed to prepare a request for fast track designation may range between 

ependi~g on the complexity of each request, wit 

uest, as indicated in table 1 of uests for fast track 

eet the statuto~ standard. e average 53 re uests made per year, 

sts for fast track designation. requests, FDA estimates 

ackage was submitte ency* FDA estimates that a 

tion time than needed for a designation re uest because the issues 

B‘ e more devef 

range between 80 and 120 rs, with an average of 100 hours per package, 

le 1 of this document. OUT en estimates Gonta~ned i table It of this 

r ~nfo~ation collections requests i e guidance only and do 

estimates for statut ements specifically mandated by the act, the PUS Act, or implementing 

regulations. A estimates the burden of this collectio of info~at~on as 

I of October 23,200f (66 FR 536 

e i~f~~at~on cof ection provisions (the October 2~~~ notice) 

ent was received in response to the @-day notice on the ~nfo~at~on ~ol~e~t~on. 
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, without any explanation or supporting ~~fo~ation~ that t 

ation was unnecessary. T ent also attem ted to reserve judgment as 

er our estimated i~fo~ation connection urden was accurate. T ent seemed to 

object to fast track drug development programs a d stated in part that “for our Congress t 

think about lettln is playing games wit e existing laws.” 

the foment* Section 506 of the act requires sponsors to sub 

elinicaf for A to det ne, after preli evaluation, whether a fast track product may 

e effective. obtain that clinical data as desc 

collection of ~~i~o~atiun. aifure to obtain MB approval for the proposed ~o~~e~tio~ 

wound unde~ine the guidance do~ument’s value ( ecause FDA might not receive 

info~at~on t the review or receive unnecess~ or confusing info~atio~) and 

ne the efficiency of the review u der a fast track opme~t progra 

notice provided sufficient info~atio~ and opportunity for 

nfo~ation confection bur en estimates given in the notice. 

receive ov~de any figures or explanations that would cause us to change our burden 

estimates, so A has no reason to revise the collection burden estimates. 

As for the c ent’s remarks regarding fast trae evefopment pro~ams and 

such matters are o e of this notice. 

nsafe or ineffective 





Dated: 

Margaret ML Dotsef, 
Associate Comissioner for Policy. 

??-??--CK?; 8:45 am] 


